Introduction To date, no randomized controlled trials have been carried out to compare the perioperative outcome of unilateral and bilateral inguinal hernia repair using an endoscopic technique. In a Swiss registry study comparing unilateral with bilateral inguinal hernias, no further details were given regarding the nature of the intra-and postoperative complications. In addition, some authors have raised the issue of prophylactic repair of a clinically healthy other groin side. Patients and methods In the Herniamed Registry, in total 9395 patients with a TEP were enrolled. These comprised 6700 patients with unilateral (71.31 %) and 2695 patients (28.69 %) with bilateral inguinal hernia repair. The outcome variables, analyzed in a multivariable model, were the intra-and postoperative as well as general complication rates, reoperation rate, duration of operation, and length of hospital stay. Results While no significant difference was found in the overall number of intraoperative complications between the unilateral and bilateral group (p = 0.310), a significantly higher number of urinary bladder injuries in the bilateral TEP operation of 0.28 % compared with 0.04 % for unilateral TEP (p = 0,008) were noted. The greater probability of reoperation (0.82 % for unilateral vs. 1.78 % for bilateral TEP; p \ 0,001) in the unadjusted analysis was confirmed in the multivariable model [OR 2.35 (1.504; 3.322); p = 0.001]. Summary A significantly higher intraoperative urinary bladder injury rate and reoperation rate because of postoperative surgical complications constitute a difference in the perioperative outcome between unilateral and bilateral TEP which that warrants attention. Based on these results, prophylactic operation of the healthy other groin should not be recommended.
Introduction
The proportion of bilateral inguinal hernias identified using diagnostic laparoscopy is 28.5 % [1] . For bilateral inguinal hernia, all guidelines of the international surgical societies recommend laparoscopic/endoscopic repair in TAPP or TEP technique [2] [3] [4] [5] . But to date no randomized controlled trials have been carried out to compare the perioperative outcome of unilateral and bilateral inguinal hernia repair using an endoscopic technique.
A Swiss registry study compared 3457 unilateral with 3048 bilateral inguinal hernia repairs using total extraperitoneal patch plasty (TEP) technique [6] . The authors identified an intraoperative complication rate of 1.9 % for unilateral and 3.1 % for bilateral TEP (p = 0.002). Likewise, the postoperative complications for unilateral TEP at 2.3 % and for bilateral TEP at 3.2 % were significantly different (p = 0.026). However, no further details were given regarding the nature of the intra-and postoperative complications. The authors concluded that the absolute difference between intra-and postoperative complications of unilateral versus bilateral inguinal hernia repair in TEP technique was small and of minor clinical relevance. In addition, some authors have raised the issue of prophylactic repair of a clinically healthy other side to avoid the second inguinal hernia repair in the future [7] [8] [9] .
The following analysis of data from the Herniamed Registry [10] will now attempt to compare the perioperative outcome of unilateral with bilateral TEP, while also describing in greater detail the nature and severity of the intra-and postoperative complications and analyzing the influence factors. Only in this way can one really know whether extension of the indication to prophylactic operation of the healthy groin is justified.
Patients and methods
Herniamed is a multicenter, internet-based hernia registry in which 358 participating clinics and surgeons in private practice from Germany, Austria, and Switzerland (status: April 2013) have prospectively registered their patients who had undergone hernia operation [10] . This present analysis now compares the prospective data of all patients who had undergone either unilateral or bilateral repair of an inguinal hernia in total extraperitoneal patch plasty (TEP) between 1 September 2009 and 15 April 2013. The inclusion criteria were a minimum age of 16 years, primary inguinal hernia, and uni-or bilateral TEP operation. In total, 9395 patients were enrolled. These comprised 6700 patients with unilateral (71.31 %) and 2695 patients (28.69 %) with bilateral inguinal hernia.
The TEP operations registered in the Herniamed Registry and now analyzed originated from 130 out of the 358 participating institutions. Thirty centers, each with more than 100 operations, accounted for 73.6 % of the surgical procedures. The remaining 100 centers thus provided data for 26.4 % of operations.
The demographic and surgery-related parameters included age (years), sex (m/f), ASA classification (I-IV) as well as the proportion of scrotal inguinal hernias, and the hernia defect size based on EHS classification (grade I-III). The outcome variables defined were the intra-and postoperative as well as general complication rates, reoperation rate, duration of operation, and length of hospital stay. Categorical data are presented as absolute and relative frequencies; continuous variables are displayed as mean, median, standard deviation, quantiles, and ranges. For the bilateral patient group, data on the variables given for both sides operated on were aggregated. For inguinal hernia defects of different sizes, the side with the larger defect is given. Classification as scrotal hernia was based on the presence of at least one scrotal hernia for bilateral inguinal hernia. Intra-and postoperative complications were recorded if a complication presented on at least one side. The same method was used to present details of any reoperation.
All analyses were performed with the software SAS 9.2 (SAS Institute Inc. Cary, NY, USA), and deliberately reviewed to the full level of significance. Each p value B 0.05 thus represents a statistically significant result. To discern differences between the groups in unadjusted analysis, Fisher's exact test was used for categorical outcome variables, and the t test for continuous outcome variables. For data that did not follow the normal distribution, as in the case of duration of operation and length of stay, the distribution was first transformed with the natural logarithm. To rule out any confounding of data caused by different patient characteristics, multivariable analyses were performed, while simultaneously reviewing other influence parameters in addition to laterality. To access influence factors in multivariable analysis, the general linear model was used for continuous, and the binary logistic regression model for dichotomous, numerical variables. Estimates for odds ratio (OR) or least square (LS) means, respectively, and the corresponding 95 % confidence interval were given. For age (years), the 10-year OR estimate was given. Patients (and not hernia) were the level of analysis.
Results

Unadjusted analysis
The mean patient age of 55.0 ± 16.0 years for unilateral inguinal hernia in TEP technique was significantly lower than for bilateral TEP at 56.1 ± 14.4 years (p = 0.0024). Likewise, the proportion of men at 87.49 % for unilateral inguinal hernia was lower than for bilateral inguinal hernia at 94.58 % (p \ 0.001). ASA classification also revealed that for bilateral inguinal hernia a significantly greater proportion of patients belonged to the higher ASA classifications II-IV (p = 0.002). For the bilateral inguinal hernias, defect sizes of more than 3 cm, i.e., grade III as per EHS classification, were identified significantly more often, with fewer belonging to grade I (p \ 0.001). The proportion of scrotal hernias in the bilateral group was significantly lower (p = 0.039). The results of the demographic and surgery-related parameters are given in Table 1 .
The mean duration of operation for unilateral inguinal hernias in TEP technique was 44.7 min (range 20-275 min), and for bilateral inguinal hernias it was 60.3 min (range 20-270 min) (p \ 0.0001). The mean length of stay for unilateral inguinal hernias was 1.6 days, and for bilateral inguinal hernias it was 1.8 days (p \ 0.0001, range in both cases 1-63 days). Table 2 gives detailed results for duration of operation and length of stay.
While no significant difference was found in the overall number of intraoperative complications between the unilateral and bilateral group (p = 0.310), a significant difference was noted for intraoperative organ injuries, which were higher for bilateral TEP operations (p = 0.018). That was essentially due to the significantly higher number of urinary bladder injuries in the bilateral TEP operation at 0.26 % compared with 0.04 % for unilateral TEP (p = 0.008) ( Table 3) .
As regards the postoperative surgical complications, no significant differences were found between unilateral and bilateral TEP in either the overall rate or in the individual parameters (Table 3) .
Nonetheless, the reoperation rate because of perioperative complications at 1.78 % for bilateral TEP was significantly higher than for unilateral TEP at 0.82 % (p \ 0.001) ( Table 3) .
No relevant differences were noted in the general postoperative complications (Table 3) .
Multivariable analysis
Model fit, reflecting the ability of the influence parameters to explain the outcome variable values, was not significant for intraoperative complications (p = 0.6369). Hence, individual variables were not found to have any significant impact on onset of intraoperative complications ( Table 4) .
The model fit was not significant either for the general postoperative complications (p = 0.0617); therefore, it was not possible to identify any influence exerted by the model parameters on the occurrence of general complications. The only influence identified related to age, with higher age values tending to be associated with a higher rate of general complications ( Table 5) .
As in the unadjusted analysis, no significant difference was found between uni-and bilateral operations as regards the postoperative surgical complications [OR 1.040 (0.739; The proportion of postoperative seromas rose significantly in the presence of a scrotal inguinal hernia [OR 4.390 (1.644; 11.719), p = 0.0032] ( Table 9) .
The highly significantly impact of uni-and bilateral TEP on the duration of operation (p \ 0.0001), as already revealed by unadjusted evaluation, was confirmed in the multivariable model [46.68 min (44.39; 49.08) for unilateral and 62.29 min (59.10; 65.65) for bilateral operation]. Furthermore, a large defect size, scrotal hernia as well as operation for a male patient (in each case p \ 0.0001) resulted in significant prolongation of the duration of operation. Conversely, as regards ASA classification (p = 0.0050), longer durations of operations were required for a lower classification (Table 10) . Die postoperative length of stay rose significantly for bilateral operation [p \ 0.0001, 2.14 days (2.01; 2.28) for unilateral and 2.48 days (2.33; 2.65) for bilateral repair]. A larger defect size (p = 0.0001), higher ASA classification as well as scrotal inguinal hernia (in each case p \ 0.0001) likewise prolonged length of stay. Furthermore, postoperative hospital stay was significantly longer for women than for men (p \ 0.0001) (Table 11) .
Multivariable analysis was able to verify the differences identified in the unadjusted tests between uni-and bilateral TEP. According to that, on taking into account the patient and operation characteristics, both the duration of operation and postoperative length of stay were significantly longer for bilateral compared with unilateral TEP operation. Likewise, the reoperation rate because of perioperative complications was higher for bilateral than for unilateral TEP operation. The complication rates were not significantly influenced by bilateral TEP operation.
Discussion
The present analysis compared early postoperative outcome of 6700 unilateral with 2695 bilateral TEP operations from the Herniamed Registry. While no difference was found in the overall number of intraoperative complications, detailed analysis revealed a significantly higher rate of urinary bladder injuries for bilateral TEP operations. Also, no significant difference was detected in the overall rate of postoperative surgical complications. But apparently the severity of postoperative surgical complications differed since the reoperation rate of 1.78 % for bilateral However, when evaluating these results, it must be borne in mind that during the around three-and-a-half-year survey period 100 hospitals contributed data on fewer than 100 surgical procedures. As such, the majority of participating institutions must be classified as low-volume hospitals with regard to the TEP operation. That reflects the reality in the participating countries.
As regards the significantly higher reoperation rate for bilateral TEP, we also noted the same for bilateral transabdominal preperitoneal patch plasty (TAPP) in a separate analysis of the Herniamed data. Comparison of 10,887 unilateral with 4289 bilateral TAPP operations also revealed a significantly higher reoperation rate (0.9 vs. 1.9 %; p = \ 0.001). But for TAPP, too, 138 of the 181 hospitals that contributed data on TAPP operations to the Herniamed Registry had performed fewer than 100 procedures during the three-and-a-half-year survey period. Again, it was mainly low-volume hospitals that supplied the data for the TAPP operations. That must be taken into consideration when evaluating the results.
As regards the general postoperative complications, no significant differences were discerned between unilateral and bilateral TEP. The significantly longer durations of operation and lengths of hospital stay following bilateral TEP compared with unilateral TEP turned out to be as expected.
As such, the present comparative registry study based on a large patient collective reveals that there are relevant differences in patient perioperative outcome between uniand bilateral TEP. A significantly higher intraoperative urinary bladder injury rate and a significantly higher reoperation rate because of postoperative surgical complications constitute a difference in the perioperative outcome between unilateral and bilateral TEP which that warrants attention. No doubt that higher risk to patients can be countenanced if the patient presents with a bilateral inguinal hernia.
A higher complication rate resulting from repair of bilateral inguinal hernia in a single operation could be accepted provided that this is on a reasonable scale. Repair of bilateral inguinal hernia in two separate operations is also likely to result in a higher complication rate.
Prophylactic operation of the other groin in the case of unilateral inguinal hernia, as recommended by some surgeons [7] [8] [9] should, however, be viewed in a very critical light on the basis of the data presented here. That can be carried out only by highly experienced endoscopic surgeons, with an extremely low complication rate, and should definitely not be recommended in general. The potential risks to the individual patient of an increased urinary bladder injury rate and higher reoperation rates are too serious to justify that approach. Above all, these significantly higher perioperative complications are likely to give rise to increased rates of chronic pain in the later course. The main focus of the present study was to analyze in detail the perioperative outcomes in order to in turn compare these findings with the data in the literature. On completion of follow-up, we intend analyzing the recurrence rate and the chronic pain rate at a later date.
Therefore, as before, in compliance with the guidelines [2] [3] [4] [5] bilateral inguinal hernia should preferably be repaired using an endoscopic/laparoscopic technique. Any intraoperatively diagnosed occult inguinal hernias should also be repaired at the same time. It is therefore always advisable to inform patients about that possibility. But when providing information on bilateral operation, reference must be made in future to the increased risk of bladder injury and of the need for reoperation for TEP. That applies even more so if an experienced endoscopic surgeon continues to recommend to patients, with unilateral inguinal hernia, prophylactic operation of the other side. Based on the results presented here, prophylactic operation of the healthy other groin should not be recommended in general for patients with unilateral inguinal hernia.
